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DESCRIPTION

Amoxil fosmutations contain amoxicitiin, ; sem-syr&euc antibiotic, an ana-
of ampicil ith a broad spectrum of bactericidal activity against many

o s Chemically it is (2S5R6R}

gram-positive and gram-negative MNCIO0MaNSTS
G‘WN +2- mm?-{phydmxvphevmmdon }dnnelhyi 7-0x0-4- thia-1-
azabicyciof3 2.0heptane-2

structurally as: COoH

o /'\'<
" CHy *3H,0
H --C---CONH--~ S
NH, H H

The amoxicillin molecular formula is CigH,gN;0.S+3H,0, and the molecular
weight is 41945
Amoxil capsules, tablets, and powdes for oral suspension are intended for oral
admucustration.
fes: Each Amoxi! capsule, wnhmyalblwopawempwmtw
.mmmmuﬁmmmﬂw&as trihydrate. The cap and

250; the cap and body of the 500-mg capside are imprinted

500 Inactive ingredients: D&C Red No. 28, FD&C Blve Na. 1, FO&C Red No. 40,
getatin, magnesium stearate, and titanium dioxide

Tablets: Each tablet contains S00 mg or 875 mg amoxicillin as the trhydrate.
Each film-coated, capsule- , pink tablet 1s debossed with AMOXIL cen-
tered over SO0 os 875, respecmeﬂTheS?Smglabiensseuedmmem
side_Inactive ingredients: coliowdal sificon diaxide, crospovidone, FO&C Red

Dose* - AUG . (pghe/mt) | Co lpgy/miy
amoxicillin amaxicillin amoxicillin
- S0} S0}

400 mg (S ml of ion) 17.13.1) $.92 (1.62}
400 my {one chewabie tablet) 179(24) $.18(1.64)

1 Administered at the start of 2 light meal.

t Mean values of 24 normal Peak d appe
mately 1 hour after the dose.

Microbiology
Mmdhsum;mam:ﬂmmmmk against suscepti
organisms during mm‘uﬂuﬁm mmum
tion of bé "3 Amoxicillin has
beaciweagammmd\hehuowm hoth
and in clinical infections as described in the INDI ONSANDUSAI
seclm
Enterococcus faecalis
Slammoom:ssw {B-tactamase-negative strains onty)

Streptococous preumonise
spp. {or- and B-hemolytic strains only)

No 30 aluminem lake, tydroxypropyl methyiceltulose,

mcyocrystaliine ceflulose. polyethylene glycol, sodium starch glycolate, and
titanium dioxide.

Chewable Tablets: Each cherry- mint-flavored tablet contains
125 mg. 200 mg, 250 mq or 400 mg amoxicliin as the uihydrate. The 125-mg
and 250-mg pink, oval tablets are imprinted with the product name AMOXIL on
one side and 125 or 250 on the other side Inactive mgredents: Citric acid. com
starch, FO&C Red No 40, flavonings, glycine, mannitol, magnesium stearate,
saccharn sodum, sdica gel, and sucrose Each 125-mg chewable 1ablet con-
tans 0 0019 mEq (0 044 mg) of sodium, the 250-mg chewable tablet contamns
00037 mEq (0 085 mg) of sodum

£ach 200-mg chewable 1ablet contains 0 0005 mEq (0 0107 mg) of sodrum, the '

400-mg chewable tablet contains 00009 mEq (0 0215 mg) of sodum  The
200 mg and 400-mq pale pwk round 1ablets are mpunted with the ploducl
name AMOXIL and 200 or 400 along the edge of one side Inactive ing!

S which are smeptibie 10 amonc-llm but resistant to met
ciltn/ illmshouldhe das 1o amoxcillin.

Es:hendna cnhllphammga!m strains only)

gative strams only)
Nessseri h {B-lac gative strains onfy}
Proteus mirabilis {B-lactamase-negative strains only)
Helicobacter:
Helicobacter pylosi
Susceptibility tests
Dileets boi 0,

q thods are used 10 di antimice
bial hibitory cone {MICs). These MICs provide estmal:
of me suscepnbulny of bac!eua 10 antimicrobsal compounds  The MICs shos.

d usk dardized procedure Standardized procedures a

aspartames . craspovidone NF. FD&C Red No 40 2lumnum take, llavonngs
magnestum stearale and manmitol

*See PRECAUTIONS

Powder for Oral Suspension: Each 5 mb of reconstituted suspension con-
tains 125 mg, 200 mg, 250 mg or 400 mg amoxiiiin 3s the tnhydrate Each
5 ml of the 125-mg reconstituted suspens:on contains 0 11 mEq {251 mg) of
sodim, each 5 mt of the 250-mg se 015méq
{336 mg) of sodiem. Each S ml of the 200-mg reconstituted SUSPeNnsIon con-
tamns 0 15 mEq {3 39 mg) of sodium, each S mL of the 400-mg reconsuituted
suspenston contains 0.19 mEq {4.33 mg) of sodwm

Pediatric Drops Yor Oral S: jon: Each ml of reconstituted
contains 50 mg amoxicilin as the trifydrate and 0 03 méq (0.69 mg) of sodium.

Amoxicillin trehydrate for oral suspension 125 mg/S mi {reconstituted) is a
strawberry-flavored pink suspension, the 200 mg/5 ml, 250 mg/5 ml {or
50 mg/ml). and 400 mg/S ml are bubble-gum-flavored pik suspensions
inactve ingredients: FD&C Red No. 3, flavorings. sihca gel, sodium

ng a

based on a dilution method® (hvolh o aga:) or equivalent with s1andarchz
moculum conc and d conc of ampicillin po:
der Ampiciin 15 somelimes used to predict susceptibility of Streptococt
preumonae 19 amoxicilin, however, some mlem\ed«ale slrams have be:
shown to be susceptible to amoxcilln. T
suscepliulity should be tested using amoxicillin powder Ihe MIC valun
should be interpreted according to the following critena

sodium citrate, sucrose, and xanthan gum
CUNICAL PHARMACOLOGY

Amoxcillm is stable in the presence of gastic acid and s rapidly absorbed
after oral administration. The effect of food on the absorption of amoxcillin

for gram-positive aerobes:
Enterococcus
I {11} ‘
<8 Susceptible (S)
216 Resistam
Staphylococcus®
MIC {ug/ml} L
<025 Susceptible (S)
205 Resistant (R}
Si s {except S p e
I
<02
05104 Intermediate (1)
z 8 Resistam (R}

»

tered at the start of a hight meal. However, food effect studies have not been
performed with the 200-mg and SO0-mg formulatons. Amoxicillin diffuses
readhly ito most body tissues and fluids, with the exception of brain and spinal
fluid, except when meninges are inflamed. The half-life of amoxicillin is
61.3 minytes. Mostohhemﬂnswe(edud’angedm\hemn:
excretion can be delayed by of probenecid. in blood
serum, atoxicillin is approximately 20% protein-bound.
Oraﬂywmaueddmdmmaﬂﬂnmmuﬂmmlarmh
in average peak blood levels 1 to 2 hours aftes admmistration in the range of
Jsug/nllOSOuu/nia\dSSpulnlm?SWmL«esoeawelv

Mean amaxicitin parameters from an open, two-part, sngle-
dmumhnm&mﬂdymﬂa&ﬂsmmﬂﬁmdmn
(amaxicillin) with 875 mg of {amoxiciflin/clavulanate
showed that the tablet of Amaowf produces an AUC, .., of 354 18.1
pg.hr/ml and 3 C,, of 138 +4.1 pg/md. Dosmgwasalthemano(alnginmeal
foliowing an overmight fast.
Amaxicillin chewable tablets, 125 mg and 250 mg. produced blood levels
similar 10 those achweved with the doses of amaxicillin oral
Orally administered doses of aimxucnllm suspension, 125 mg/
5 mi and 250 mg/5 ml. resuft in average peak blood levets 1 to 2 hours after
administration in the range of 1.5 pg/mL to 30 pg/ml and 35 pg/ml to
50 pg/ml, respectively
Oral administration of single doses of 400-mg Amaxd chewable tablets and
mklmg/SmL suspension to 24 adult volunteers yielded comparable pharma-
cokinetic data:

(Amxlclllm powder shoutd be used to determne susceptibility )
505 Susceptible (S}

1 Intermediate (1)
22 Resistant (R} ¥4
fFor gram-negative serobes:
MClg/m)  Interoretation
<8 Susceptible {S}
16 tntermediate (1)
2 Resistant (R)
H_ inflvenzaet i
Interpeetation
st Susceptible (S)
2 intermediate (1)
4 Resistant (R}

a. Staplwlococci which are susceptible to amoxicillin but resistant to methi-
cillin/oxacitlin shoutd tz mmdemd as resistant to amoxicillin.

b. These i only 10 broth microditution
susoemnbahty!estsmugmut-adlusled Muetter-Hinton troth with 2-5%
lysed horse blood.

¢ These interpreti dards are applicable only 10 broth microdilution test
with H; philus infl using H: hilus Test Medium (HTM).

A of “Susceptible™ mmmmslmmumn

lhe’emmmoboal compound in the blood reaches the concentrations usually

achievable. A report of “I diate” indicates that the result should be
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mooT e

considered equivocal, and, if the m ganism s not fully ible 10
ahiemative, duucalw feasible drugs. the test should be repeated. This cate-

gory imphies possible clinical applicability in body sites where the dnug is
phys.ologully concentrated or in situations where high dosage of drug can
be used. This category also provides @ buffer zone which prevents small
uncontrofled techmcal factors lwm causing major dxsc(epames n inter-

A veport of "R that the patty is not fikely to be
tnhibited i the antimicrobial compound in the blood reaches the concentrations
usually achievable; other therapy should be selected.

h. This quality control range is applicable to only H inflvenzae ATCC 49247
tested by a disk diffusion proceduse using

i. This quality control range is applicabl bonNS ATCC 49619
tested by a disk diffusion pmmdure using Mueller-Hinton agar supple-
mented with 5% sheep blood and incubated in 5% €O,

Susceptibility testing for Helicobacter pylon

In vitro suswpllbtluy testing melhods and diagnostc pfoducis curcently avarl-
able for d g Y {MICs) and 2one sizes
have not been dardized, vahd ‘ot.,, d for testing H. pylori

Stanﬂdized susceptibility test procedures require the use of &
mawgamm to control the technical aspects of lhe labotalmy
plmsduves tandard ampicillia powder should provide the following MIC

Mumga_sm MIC {yo/mi)
£ coli AICC 25822 2108

E. faecalis ATCC 29212 052
H. influenzae ATCC 49247° 2108

S. aureus ATCC 29213 025101
Using icitlin to d usceptibility

Microorganism [ m
S. pneumoniae ATCC 49619¢ 00300612

d. This quality contsol range is applicable to onty H mfluenzae ATCC 49247
tested by 3 broth microdilution proceduse using HTM *
€. This quality control range is applicable to only S preumaniae ATCC 49619
tested by the broth microdilution procedure using cation-adjusted Mueller-
Hinton broth with 2- 5% iysed horse blood.
Diffusion techni hods that require of
20ne diaméters also pruv:de reproducible estmates of the susceollbxhly of
bacteria 10 antimicrobial ds. One such dardized procedure’
requires the use of darchzed inocuum conc This procedure uses
paper disks mmpregnated with 10 pg ampiciin to test the susceptibiily of
me except S p 1o amoxscilim Interpretation mvolves
conelation of the diameter oblamed w the disk fest with the MIC for
ampicillin
Reports tiom the laboratory providing resulis of the standaid sngle disk
susceptibility test weth 3 10-ug ampicilin disk shoult! be mterpieted accord-
mg to the {ollowing criena

For gram-positive aerobes:

Enterococrus
P Interpretation
217 Susceptible {S)
Resistant (R}
s’
e {mm) Interpretation
- Susceptible. (S}
<28 Resistant (R)
iC SUeptococt .
mu_)' mam) Interpretation
226 Susceptible {S)
191025 intermediate (1)
<18 Resistant (R}

NOTE: For streptococci (other than B-hemolytic sireptococci and S preumo-
luad. an ampicullin MIC should be determined.

S. pneumonise
s pneumonize should be tested using a 1-pg oxacillm disk. Isolates with
oxacilfin 20ne sizes of 220 mm are susceptible to amoxicillin. An amoxicilin
MIC should be determined on isofates of S. preumoniae with axacillin zone
sizes of <19 mm.

For gram-negative aerobes:
Enterobacteriaceae

Interpretation
21 . Susceptible {S)
14016 . intermediate {1}
<13 Resistant {R)
H. inflvenzaed - .
Zope Digmeter fom} interpretation
22 Susceptible {S}
W21 intermediate (1}
sw Resistant (R)

1. Staphylococci which are susceptible to amoxicillin but resistant to methi-

cillinfoxacillin shoukt be considered as resistant to amoxicillin.

g. These interpretive standards are applicable only to disk diffusion susoep(r

hmy tests with H, influenzae using Haemophilus Test Medium (HTM)?
Intespretation should be as stated above for results using dilution techniques
As with standard difution lednmes disk diffusion suswpnhluy test proce-
dures require the use of iab Y control The 10-pg ampi-
cilfin disk should provide the following zone di in these y test
quality control strains:

E.wliA‘CCZSBZZ 161022

H. influenzae ATCC 49247" 13102t
S. aureus ATCC 25923 271035

Using 1-pg oxacillia disk:

Microorganism i mm)
S. pnevmoniae ATCC 43619 81012

Culture and susceptibility testing should be obtained i patients who fail triple
therapy. If clarithromycin resistance is found, a non-ciarithromycin-containing
regimen should be used.

INDICATIONS AND USAGE

Amaxil {amoxicillin} is indicated w the treatment of mfea-ms due 1o susceptible
{ONLY B-L gative) strains of the designated microorg w the
conditions listed below

{nfections of (he earnose, and thyoat due to Streptococtus spp lo- and

$-hemolytic strains only), Streptococcus pneumoniae, Staphylococcus spp., of

H. inflvenzae

Infections of 1he genitourinary tragt due to . coli, £ mirabilis, or € faecalis

Infections of the_skin and skin structure due to Streptococcus spp - and

B-hemolytic strams only). Staphylococcus spp . ot E coli

Infections of the lower respiratory tract due to Streptococcus spp la- and

B-hemolytic strams only). Streptococcus peumoniae. Staphylococcus spp , of

H. nfluenzae

ﬁggmmea acute yncgmplicated {an no-geni i3 and yrethral infections) due to
rhoeae (males and femal

Therapy may be mstituted prios to oblammg results fiom l)a(leuologrcal and

susceptibility studies 10 and then

susceptibility to amoxiciliin

Indicated surgicat wocedures should be periormed

H rf eradication the rigk of enat ulcer recuirence
Triple therapy AmoAr//clanlhmmycm/lansqxamle
Amaxf, in comb with € yon plus L as tnple thesapy. 1S

4

6 t: The ibility of
eneral: possibility of superfections with mycotic os bacteriat
pathogemstmﬂdbekeptmnum&ngtuaw superinfections ocour,
amoxicillin should be di therapy &
WMMWMMWMlmN
tablet contains 3.64 mg phemnyialanine.
mmwmmmmaumuww
phenyfketonurics.
Laboratory Tests: As with any potent drug, pesiodic assessment of renal,
mlk, and hematoporetc function should be made duting prolonged
apy.
Mwlmgmmwmmwm:mwhmhsalme

time of diagnosis. Patients treated with amoxicilln should have a follow-up

semlogactesﬂo«syphd‘lsaheﬂm

Drug | Probenecid the renal tubular secretion of

amoicillin. mmmmmwwmwm
pmlomedbloodlevelsdmﬂn

Ché henicol, macrolides, wdh rf

f and
mmlhebaaenc‘daleﬂeﬂsofpmnllm mshaslnmdemnsuzwdmmm
however, the clinical significance of this i not well

Drug/Laboratory Test lateractions: High urine wwmns of ampicitlin
may result in false-positive reactions when tests the presence of glucose
in urine using Clinitest®, Benedict’s Sobticn or 's Sokstion, Since this
ellecl may also occur with amaxicillin, it is recommended that ghecose tests

based on enzymatic glucose oxidase reactions {such as Clinistix® or Tes-
Tape™} be used.

Following administration of ampicillin to puagnam women, 3 tansient
decrease n plasma conc of total ¢ gated estriol, estriol-
glucuronide, conjugated estrone, and estradol tas been noted This effect
may also occur with amoxicithn

Carci M is, | of Fertility: Long-term stud-
©s m ammals have not been pevlotmed 10 evaluate carcinogenic potential
Studies to detect mulaqemc polenllal of amaxicillin alone have not been con-
ducted, h , the | g 1s available from tests on 3 a1
muxture of amoxiciifin and p ium clavuk (A

was non-mutagenic in the Ames bacterial mutation assay and the yeasl gene
conversion assay Augmentin was weakly posive wm the mouse

assay. but the trend toward ncreased mutation frequencies n this assay
occuued at doses that were also associated with decveased cell survival.

indicated for the treatment of pauems with # pylon nfection and d
ulcer disease {active or one-year history of a duodenal ulcer) 1o eradicate
H. pylosi. Eradication of H. i has been shown 1o reduce the nisk of
duodenal uicer recurrence (See CLINICAL STUDIES and DOSAGE AND
ADMINISTRATION }

Dual therapy: Amoxiiflansoprazole

Amaxit {amoxicillin, i ¢ ination with le delayed-elease

capsules as dual therapy, is indicated for the treatment of patients with

H. pylori infection and duodenal ulw disease {active or one-year history of a

duodenat uicer) who are either all k to clarith

or in whom resistance to is known or suspected. {See the

clanﬂ'mnyu package insert, MICIIOBIOLDGV ) Eradication of H. pylorihas
been shown to reduce the risk of duodenal uices recurrence (See CLINICAL

STUDIES and DOSAGE AND ADMINISTRATION }

CONTRAINDICATIONS
A history of aflergic reaction to any of the penicillins s a contraindication.

WARNINGS
SERIOUS AND OCCASIONALLY FATAL HYPERSENSITIVITY {ANAPHYLACTIC}
REACTIONS HAVE BEEN R?SO‘TI’B] IN PATIENTS ON PENICULIN THERAPY.

OF PENICILLIN AND/OR A RISTORY OF SENSITMTY TO
TIPLE ALLERGENS. THERE HAVE BEEN REPORTS OF INDIVIDUALS WITH

A HISTORY Of PE HAVE EXPERIENCED
REACTIONS WHEN TREATED WITH CEPHALOSPORINS. BEFORE
INITIATING THERAPY WITH CAREFUL INGUIRY SHOULD BE MADE
ING REACTIONS TO PENICILLINS,
CEPHALOSPORINS, OR OTHER ALLERGENS. IF AN ALLERGIC *REACTION
OCCURS, BE DISCONTINUED \TE THERAPY
INSTITUTED. SERIQUS IMMEDI-
ATE INTRA-

BATION, SHOULD ALSO BE ADMINISTERED AS INDICATED.

udomnbnmueolmshuboenn;:mdwﬂnaﬁvallm
mwmmwmmnm
‘ t 2
in patients who present with diarrh bseq to the admini
tion of antibacterial agents.

Trealmeru wnh antibacterial agents alters the normal flora of the colon and
of clostridia. Studies indicate that a toxin produced by
Cfosrrdlwn difficile is a primary cause of “antibiotic-associated colitis.”

After the diagnosis of pseudomembranous colitis has been established,
appropriate therapeutic measutes should be initiated. Mild cases of
pseudomembranous colitis usually respond to drug discontinuatien alone. In
moderate 10 severe Cases. consadetatm should be given to management with
fluids and efectolytes, prot and with an
antibacterial drug chmicatly eﬂecuve against Clostridivm difficite colitis.

5

was neg: in the mouse micronucteus test, and  the domnant
lethal assay in mice Potassium clavitanate alone was tested in the Ames
bactenal mutation assay and in the mouse micronucleus test, and was nega-
tive in each of these assays In a multi-generation reproduction stidy  rats,
no imparment of fertility o other adverse reproductrve effects were seen at
dosesuplosmmg/kg(awoxmalelynummetnmmmmgﬁﬂ ,

Te Effects. Py Category B. Reproduction

ﬂumeshawbeenpedumedmmaawmsadmwmmﬂuhwlhe
human dose and have revealed no evidence of impaired fertility oc harm 1o the
fetus due ta amoxicillin. There are, however, no adequate and well-controlied
studies in pregnant women. Because animal reproduction studies are not
always predictive of human response, ths drug should be used during preg-
nancy only if clearty needed.
Labor and Delivery: Oral ampicillin-ciass antibiotics are poorly absorbed
during labor. Smmwlmp-gsﬂmedﬂmmmmmof
ampiciltin shightly decreased the uterine tone and frequency of contractions
but moderately increased the height and dusation of cortractions. However, it
1s not known whether use of amoxicitlin in humans during tabor o delivery has
mvedumuddavedadmweﬂeﬁsmmmmumof
labor, ummmmmmmummww

o Y.
Nursing Mothers: Penicillins shown to be excreted in human milk.
Amoxicillin use by nursing may lead to sensitzation of infants.
Caution should be exercised when amoxicillin is administered to a nursing
woman.
Pediatric Use: Because of incompletely vaalfwummm
nates and young infants, the elimination of amaxicillin may be
Dosing of Amoxil {amoxicillin) should be modified in pediatric patient
12 weeks or younger {<3 months). (See DOSAGE ANDADMIN[S'IMION—
Neonates and infants.)

ADVERSE REACTIONS

As with other illins, it may be expected that untoward reactions wilt be
essentially limited to sensitivity phenomena. They are more likely to occur
individuals who have previously demonstrated hypersensitivity to_penicillinm
and in those with a history of allergy, asthma, hay fever, or urticaria. Th
following adverse reactions have been reported as associated with the use ¢

peniciftins:

rointestinal. nausea, vomiting, diarrhea, and hemorhagic/pseudomen
branous colitss.
Onset of ok may occwr during of aft

colitis
antibiotic trealment (See WARNINGS)
- Serum sickness tike reactions, erythematous mac
lopapular rashes, erythema multiforme, Stevens-Johnson Syndrome, exfol
tive desmatitis, toxic euderma| necrolysis, hypersensitivity vasculitis and v
caria have been reported
NOTE: These hypevsensnmlv reactions may be (muolled suw:i'lm annhuslamu

, if oortic

amoxicillin should be discontinued unfess, in the opinion of the physlctaﬂ
[




mee&ummdkﬁ‘emwmadumwmm@m\

2r. A moderate rise in AST (SGOT) and/or ALT (SGPT} has been noted, but
-esqvfwoflhuslnd'musutmwn “wsl-c#ysfmclmuddmg
hepatic mcmcmsm

beemwonad

Hemic and Lymphatic Systems: Anemia, including hemolytic anemia, thrombo-
cytopen:a, tvombocytepenic purpura, and
mmmmmmwmwm These reactions are
Mmﬂemﬂmmdwwmwmbm
sensitrvity phenomena.

- R i b

m convulsions. behavioral d\anges‘ and/or dizziness have been report-

o chnical trials sy Co cummmnaawmmmﬂmphnchnﬂnmm
hmoptam!e and avmmllm p'us Iavwamle. no adverse
peuﬂmtomesedm d. Adverse i Ihat

mmdhmbemlmmed(omsemmhadbemprevmslyveponed
mmdlm.darm«rmof

Themsllmxemly reponedamerseevems fu panemsmmuewed triple
therapy were diarrhea {7%), headache (6%), and taste perversion (S%). No
treatment-emergent adverse events were observed at significantly highes rates
Mmuvlemerwythanwmalydwllhempymm

il
The most frequently reported adverse events for patients who received
amoxiciflin tid plus Lid. dua! therapy were diarrhea (8%) and
headache (7%} No treatment-emesgent adverse events were observed at
significantly higher rates with amox:c-llm tid plus lansoprazole tid. dual
therapy than with tansoprazole

For more information on adverse reactions with dlanthromycin or lansopra-
2ole_ refer to thew package snserts, ADVERSE REACTIONS

OVERDOSAGE

In case of overdosage. discontinue medication, reat symptomatecally, and
msitute supporuve measures as requiced il the overdosage 1s very recent and
there is no contramdication, an atlempt al emesis or other means of removal
of drug from the stomach may be perlormed A praspective study of 51 pedr-
auw patients at a porson-control center suggested that overdasages of less
than 250 mg/kg of amoxicalbin are not associated with significant climical
symptoms and do not requute gastrnic emplying *

Interstitial nephritis resutting tn ohguric renal failure has been reported in 3

smat! number of patients after ovemosage with amox-alim Renal impairment

appears fo be ible with ¢ High blood lev-

~Is may occur more readily in patents wnh mpaired renat function because
decreased renal clearance of amoxicillin, Amoxicitim may be removed from
sulation by hemodiatysis.

OOSAGE AND ADMINISTRATION

Amani capsules, chewable tablets and oral suspensions may be given with-
out regard to meals. The 400-mg suspension, 400-mg chewable tablet and the
875-mg tablet have been studied onty when administered at the start of a fight
meal. However, food effect studies have not been performed with the 200-mg
and 500-mg formulations.

developed renal fmwnaﬂecmg elimination of amoxi-
nﬁmmd‘sagegmm the recommended upper dose of Amanil (amaxicillin) is
30 mg/g/day dwded q12h

Usual Aduft  Usual Dose for
Dose Childrea >3

moaths'®
Earfosefhroat  Mild/Mod SO0 mg every 25 n
12howrsor  dvided
250 mgevery every 12 hours
8 hours or
2 n
divided
every 8 hours
Severe 875 moevery 45 in
12howrsor  divided
500 mg every every 12 hours
8hours or
L] n
divided
every 8 howrs
Lower respiratory  Mild/Moderate 875 mgevery 45 mg/g/day in
tract or Severe 12Zhowrsor  divided doses
500 mg every  every 12 hours
8 hours
40 mo/kg/day in
dmided doses
every B hours

Skin/skin structure  Mild/Moderate 500 mg every Buqhm'n
12boursor  divided
250 mg every  every 12 hours
or

8 hours
20 mg/kg/day in
divided doses
every 8 hours
Severe B8ISmgevery 45 n
12 hours or am
500 mg every every 12 hours
or

8 hours
Q0 in
P e
every § hours
Genitounnary tract. Mild/Moderate 500 mg every 25 mg/kg/day in
12hoursor  divided duses
250 mg every  every 12 hours
8 hours or
20 mg/kg/day in
divided doses
every 8 hours
Severe 875 mg every 45 mg/kg/day in
12hoursor  divided doses
500 mg every every 12 hours
8 howrs
LY in
divi’:hd%s
every 8 hours
Gonorthea 3gramsas  Prepybenal chidren”
Aaste, single oral S0 mg/kg Amoxil,
uncomplicated dose combened with
ano-genital and 25 mg/kg probenecid
uretiwal miections as a single dose.
n males and NOTE: SINCE
females PROBENECID IS
CONTRAINDICATED
N CHILDREN
UNDER 2 YEARS,
D0 NOT USE THIS
REGIMEN IN THESE
CASES.

' Dosing for mfections caused by less suscepuible organisms should follow
the recommendations for severe infections

$ The childien’s dosage 1s intended for ndviduals whase weight is less than
40 kg Chwidien wesghing 40 kg or more should be dosed according 1o the
adult recommendations

* Each strength of Amoxi! 1s avadable as a chx
by older children

After teconstiiution, the required amount of suspensm should be placed
directty on the child’s tongue for swalk means of

tion are to add the required amount of suspensm to formula, mulk, fruit jce,
water, ginger ale, o cold drinks. These preparations should then be taken
immediately To be certain the child is receving full dosage, such preparations
should be consumed in entirety.

All patients with gonorrhea should be evaluated for syphilis. (See PRECAU-
TIONS - Laboratory Tests )

Larger doses may be required for stubborn or severe infections

G I ht shoutd be d that in the of chronic urinary tract
infections, frequent bactenologwandduuca!apsxmsals are necessary.
Smaller doses than thase recommended above should not be ysed. Even high-
er doses may be needed at times. in stubbom infections, therapy may be
required for several weeks. it may be necessary to continue ctiical and/or
mwmlumlmmmdmfw

for g should be continued for 3 mins oﬂsmnhwrs
beyond the time that the patient b ymg O of bacte-
rial eradication has been obtai “Mmtﬁeaﬂeas(

bie 1ablet for use

10 days’ thdsﬂmww&mmm
ptmmemmmdmmm

The Qramhmnlsmmdamimwl,
and:l!ﬂglawamle allmmlwmdady(qlmmudays(See

Dualdmaprm»wansanmle
mmmmslmmmmmadm

lansoprazole, each given three times darly (gBh) for 14 days. (See INDICA-

TIONS AND USAGE}

Please refer to clarithromycin and lansoprazole full prescribing inf ion for

-

Mmsmmgmm"vmyuhuux.dependmmmnydme
infection.

is patients should receive 500 mg or 250 mg every 24 houws,
depending on severity of the infection. They should receive an additional dose
both during and at the end of dialysis.

sty o dosi dations for pediatiic pat

Dicctioas For Mixing Oral S .
time of dispensing as follows' Tap bottle until atl powder

Prepare suspension at
flows freely. Mwmw‘l,dﬁehmlmudmtafamnw
tion {see table below] and shake vigorousty to wet powder. Add remainder of
the water and again shake vigorously.
125 mg/Sml Amount of Water
0 ml 62 ml
100 mi. Bm
150 ml. 1emt
Each teaspoontul {5 mL) will contain 125 mg amaxicillin.
200 mg/5 ml Amount of Water
Hotle Sve it tuti
Smt Smi
SOml /m
’sm STml
100 mt % mb
Each 1easpoonful {5 mL) will contain 200 mg amoxiciifin
250 mg/5 mi Amount of Water
80 ml Qml
100 mL 28ml
150 mi niml
Each teaspooniul {S md) will contam 250 mg amoxicillin.
400 mg/S mL Amount of Water
Bottle Sue Reguwed for Reconstitution
Sml Smi
S0 mt 36 m
5mt 54 mt
100 mL nme

Each 1easpoontul (S mt} will contam 400 mg amoxic:ilin

Directions For Mixing Pediatric Drops

Prepare pedialiic drops at ime of dispensing as follows Add the required
amount of water {see table below] 1o the bottie and shake vigorousty Each ml
of suspension wilt then contain amoxiciliin trhydraie equivalent to 50 mg
amoxictilin -

Amount of Water

Battle Sve [ i
15ml 12m
oml Bml

NOTE- SHAKE BOTH ORAL SUSPENSION AND PEDIATRIC DROPS WELL
BEFORE USING. Keep botile tightly closed. Any unused portion of the recon-
stituted suspension must be discarded after 14 days. Refrigeration preferable,
but not sequired.

HOW SUPPUIED
Amonxil (amaxicillin} Cagsules Each capsule contams 250 mg or 500 mg
amoxicillin as the tritdrate.

250-mg Capsule
NOC 0029-5006-30 bottles of 100
NOC 0029-6006-32 botties of 500
NDC 0029-6007-30 bottles of 100
NOC 0029-6007-32 bottles of 500

Amoxil (smoxicillin) Yablets. Each 1ablet contains 500 mg or 875 mg amox-
icillin as the trihydrate.

Sﬂ-ﬂg’hﬂ
NDC 0029-6046-12 bottles of 20
NDC 0029-6046-20 bottles of 100
NDC 0029-6046-25 bottles of 500
875-mg Tablet
NDC 0029-6047-12 bottles of 20
NDC 0029-6047-20 bottles of 100
NODC 0029-6047-25 bottles of 500

Amoxil (amoxicillin} Chewable Tablets. Each cherry-banana-peppermint-
ﬂavuedtabietmmus"\g.m"\g,ﬁo«\guﬂm«qmﬂmasm

CONTRAINDICATIONS and WARNINGS, and for information regarding
dosmg in elderly and renally impaired patients.

HITN i 1
Paloems wulh mmaned renal func‘um do nol gene«allv requlre a reducuon in
dose unless the 15 severe d patients with a
glomerular fittration rate of <30 mi/minute should not receive the 875-mg
tablet. Patients with a glomerular filtration rate of 10 to 30 ml/minute ghoutd
receive 500 mg or 250 mg every 12 hours. depending on the severity of the
infection Patients with 3 less than 10 ml/minute glomerular filtration rate

125-ng Tablet
NOC 0023-6004-39 battles of 60
200-mg Tablet
NOC 0029-6044-12 bottles of 20
NDC 0029-6044-20 bottles of 100
250-mg Tablet
NDC 0029-6005-13 bottles of 30
NODC 0029-6005-30 botties of 100



required
€ach mt
050 mg

nas the

400-mg Tablet N, pylori Exsdication Rates — Dual Therapy
gccmzuoaslz bottles of 20 per-t }
0029-6045-20 bottles of 100 Percent of Paticnts Cured
{95% Confidence laterval]
Amoxil (amoxicillin} for Ocat = . Each 5 mt of reconstituted (Nuweber of Patients)
Suspension contains 1 mgammulmaslhe
Each 5 ml of reconstituted bubble-gum-flavored suspension contains 200, 250, Deal Therapy Oual Therapy
or 400 mg amoxiciflin as the tribydrate Study (3 ble Analysis! Intent-to-Treat Analysis™
1 mb Study 1 m o
NOC 0029-6006-21 % ms 0ml bottle 1625872 1568-812)
NDC 0029-6008-23 100-mL bottle =51} {n=60)
mm— ot == N
200 ml 1 . 9]
NDC 0023604854 na 50.mibotde =58 7]
0023-5048- 75-mi bottle P
1 This analysis was based on ients with
NOC 0073-6048-58 100-md. bottie ubalaamuwnhmmwadaﬁﬂpymmmmmwmdefmed
250 mg/5 mi as at least two of three positive endoscopic tests from CLOtest®, histology
NDC 0029-6009-21 80-mL bottle and/for cutture. Panemswerencb.dedn the analysis if they completed
NOC 0029-6009-23 100-ml bottle the study. Additionally, if patients dropped out of the study due to an
NOC 0029-6009-22 150-mt. bottle adverse event related to the study drug, they were included i the analy-
sis as failures of therapy.
400 mg/5SmL 11 Patients were included m the analysis if they had documented H. pyfori
NG 02 s ot o botle infection at baseine as defined above and had a confirmed duoden ulcer
NDC 0023 6049.59 100401 bortie ga"fl-rveokummmmlNldmpunsmemch:dedasladuesofm
0029-6048 200-mg wni 1t {p<0 05) versus lansoprazole alone.
%m:: 400-mg ::: m ::s: $8 {p< 05) versus lansoprazote alone or amaxicillin alone.

Amoxil (smoxicillin) Pediatric Drops for Oral Suspension. Each ml of
bubble-gum-flavored reconstituted suspension contains 50 mg amoxicillin as
the trilydrate

NDC 0029-6035-20 15-mi. bottle
NOC 0023-6038-39 30-mt bottle

Store capsules, unreconstituted powder, and 125-mg and 250-mg ch

REFERENCES
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Antimicrobial Susceptibility Tests for Bacteria that Grow Aerobically -
Fourth Edition; Approved Standard. NCCLS Document M7-A4, Vol 17, No
2. NCCLS. Wayne, PA_ January 1997.
2Nalw0€mmnnteeiu0mll‘ Standards. Pert
Slandards 101 Antimicrobial Disk Suwevub-hly Tests - Smh Edmon

tablets at or below 20°C (68°F). The 200-mg and 400-mg chewable tablets
may be stored at or below 25°C (77°F} Store 500-mg and 875-mg tablets at
or below 25°C {77°F) Dispense 1n a ght container

CUNICAL STUDIES
sk of I

Randomued, double-bind clinical studies pedmn\ed in the U S n pauents
with 4 pylon and duodenal ulcer dcsease {defined as an active ulcer or history
of an vicer within one year) evaluated the efiicacy of in comby-
nation with amoaxicillin capsules and clanthromycin tablets as tnple 14-day
therapy. or i combination with amaxicillin capsules as dual 14-day therapy.
for the eradication of H pylors Based on the results of these swudies. the safety
and efficacy of two dift eradicalion reg: were established

Triple therapy amoncullm 1gram b + d /ctanthromycin 500 mg b 1 d Aansopra-
role 30mg bid

Ousl therapy: amoxicillin 1 gram t 1 d /lansoprazole 30 mg 1.1 d

Al treatments were for 14 days H pylon eradication was defined as two
agative tests {culture and histology) at 4 to 6 weeks following the end of
atment.

.ciple therapy was shown to be more effective than all possible dual therapy
combinations. Dual therapy was shown 1o be more effective than both
monotherapies. Eradication of H. pylon has been shown 1o reduce the risk of
duodenal ulcer recurrence.

H. Ppylori Eradication Rates - Tnplc Therapy
infclarith P

Percent of Patieats Cared
[95% Confidence interval
{Number of Paticats)
Triple Therapy Triple Therapy
Stody Evatuable Analysis' tnteat-to-Treat Analysis®
] 9 86*
Sty [80.0-92.7) {73.3-935}
(n=48} (n=55)
2 86" 83
Sudy [75.7-93.6} 720-90.8)
{n=66) {r=70)

t ﬂismalvsiswabandmwaluaﬂepaﬁemsumwﬁnedwodual
ulcer {active or within one year} and H. pyfori infection at baseline defined

as at least two of three positive endoscopic tests from ClOtest®, (Delta
1td., Bentley, Australia), histology and/or cufture. Patients were -
Mmmmnmwwmmmmwm
due 10 an adverse event related to the study drug.

{active or within one year). All dropouts were included as failures of ther-
apy.
{p<0.05) versus famoxicilln and lansoprazole/clarithromycin
dual therapy
(p<D 05) versus clarithromyciy/amoxiciliin dual therapy

10

w
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